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Proposed
CLIA Genetics Specialty

• Definition – What is included and excluded?

• General requirements
- Documentation of clinical validity
- Person authorized to order a genetic test
- Informed consent
- Confidentiality
- Genetic counseling

• Requirements for specific testing phases
- Pre-analytic phase
- Analytic phase
- Post-analytic phase



CLINICAL VALIDITY

1. Lab director’s role in documenting clinical validity:
- no responsibility for documentation; or
- ensures that documentation exists in literature;     

or
- documents clinical validity of all tests offered

2.  Should clinical validity be established before a test 
can be offered?

- mixed opinions on this issue



INFORMED CONSENT

1. Should CLIA require documentation?
- Is documentation an integral part of laboratory practice?
- Is CLIA the place to “police” ordering physicians?

2.  Should the laboratory’s role in assuring documentation 
of IC include:
- documentation that an authorized person has obtained IC? 
- alerting health care providers when IC is needed?
- providing IC forms to health care providers?
- documenting the adequacy of IC forms?



CLIAC  Issues

• QA/QC/PT

• Re-use of samples

• Authorized person to order genetic tests

• Confidentiality

• Test requisition and clinical information

• Result reporting

• Record and specimen retention
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•• Balance:   Access = Burden/ProtectionBalance:   Access = Burden/Protection

•• Timeliness:   With Broad InputTimeliness:   With Broad Input

•• LongLong--lasting:   Crystal Ball lasting:   Crystal Ball 

•• Effective ImplementationEffective Implementation




